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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " 

* URdGf *" PrOVeK5nS ° f 37 11 36 «" ta " "* — -V a reprv be Wy M after « ,6, MONTHS fro. the 

" H Lo ^ I 0 ' ^l" ^ b 1853 tHan thirtV <30) **> a r9 P^ within tha "tetateV minimum of thirty (30) days will be considered timeh, 

- rf NO penod for reply is specified above, the maximum statutory period will apply and will exoire SIX (61 MONTHS fri!T r IT V ' 

• Ltrr^r e r r r ended ^ for * * ~ cZ\:^ 

Status 

1 ) 63 Responsive to communication(s) filed on Mar 28, 2002 

2a) □ This action is FINAL. 2b) K This action is non-final. 

31 D '' IK C .° nditi ° n f ° r a " 0WanCe 6XCept f0r formal matters < Prosecution as to the merits is 

closed in accordance w.th the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 63 Claim (s) 1-13, 16-18, 31. 34 -39. and 41-41 . u 

— £ *j _ is/are pending in the application. 

4a) Of the above, claim(s) v/ 

. . is/are withdrawn from consideration. 

5) D Claim(s) 

. is/are allowed. 

is/are rejected. 

. is/are objected to. 



6) 53 Claim(s) 1-6, 8, 9, 11-13. 17. 18, 31, 34-37. and 41 

7) 63 Claim(s) 7, 10, 16, 38, 39. 42. and 4.? 

8) D Claims 



Application Papers 

9)D The specification is objected to by the Examiner. 
10)D The drawing(s) filed on 



. are subject to restriction and/or election requirement. 



. is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on j q . a in annr«w«H K*n w j L 

■ is. aji — approved b)U disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
a)D All bjD Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No 



3. □ Copies of the certified copies of the priority documents have been received in this National Staoe 
application from the International Bureau (PCT Rule 1 7 2(a)) 1 s NaT,onal bta 9e 

*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

Attachment s] 

1) 63 Notice of References Cited (PTO-892) . 0 _ 

II 4) I— I Interview Summary (PT0-41 3) Paper No(s). 

2) □ Notice of Dreftsperson's Patent Drawing Review (PTO- 948) m Fl ^ t . , rt . 

-a »v»,n w-a**oj 5j |_j Notice of Informal Patent Application (PTO- 1 52) 

3) (^Information Disclosure Statement(s) (PTO- 1449) Paper No(s). 
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Part III DETAILED ACTION 

1. Claims 1-13, 16-18, 31, 34-39 and 41-43 are pending. 

2. Applicant's submission of the After-final received 3-28-02 has 
been entered and the finality of that action is withdrawn. New 
grounds of rejection are set forth below. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. § 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless -- 
(b) the invention was patented or described in a printed 
publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date 
of application for patent in the United States, 
(e) the invention was described in a patent granted on an 
application for patent by another filed in the United States 
before the invention thereof by the applicant for patent, or 
on an international application by another who has fulfilled 
the requirements of paragraphs (1) , (2) , and (4) of section 
371® of this title before the invention thereof by the 
applicant for patent. 



3. Claims 1-4, 8, 11, 13, 17, 31, 34, 35 are rejected under 35 
U.S.C. § 102(e) as being anticipated by U.S. Patent 6,077,509. (A). 

The "509 patent teaches the administration of immunodominant 
endogenous peptides to humans via the respiratory tract (col. 12 in 
particular) . The "509 also teaches said administration reduces T 
cell proliferation which would encompass CD4+ T cells which are 
necessary for antibody production, thereby meeting the claim 
limitations . 

The prior art teachings anticipate the claimed invention. 

4. Claims 2, 6, 8-9, 13, 34 and 37 are rejected under 35 U.S.C. 
§ 102(e) as being anticipated by U.S. Patent 6,106,844. (B) . 

The "844 patent teaches the intranasal administration of 
immunodominant epitope peptides derived from an exogenous bee 
antigen to tolerize humans by reducing their antibody production an 
T cell responses (see column 27-28 in particular) . 

The prior art teachings anticipate the claimed invention. 

5. Claims 1-5, 8, 11-12, 31 and 34-36 are rejected under 35 
U.S.C. § 102(e) as being anticipated by Daniel et al . (U) . 

Daniel et al . , teaches the intranasal administration of an 
immunodominant insulin derived peptide to treat diabetes in mice. 
The mice had decreased antibody production and T cell responses 
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meeting the limitations of the claims. 

The prior art teachings anticipate the claimed invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S. C. § 103 which forms 
the basis for all obviousness rejections set forth in this Office 
action : 

A patent may not be obtained though the invention is not 
identically disclosed or described as set forth in section 102 of 
this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as 
a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Subject matter developed by another person, which qualifies as 
prior art only under subsection (f) or (g) of section 102 of this 
title, shall not preclude patentability under this section where 
the subject matter and the claimed invention were, at the time the 
invention was made, owned by the same person or subject to an 
obligation of assignment to the same person. 

This application currently names joint inventors. In 
considering patentability of the claims under 35 U.S.C. 103(a), the 
examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made 
absent any evidence to the contrary. Applicant is advised of the 
obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the 
time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103® and potential 35 
U.S.C. 102(f) or (g) prior art under 35 U.S.C. 103(a). 

6. Claims 17, 18 and 41 are rejected under 35 U.S.C. § 103 as 
being unpatentable over Daniel et al . (U) . 

Daniel et al . , has been discussed supra . 

The claimed invention differs from the prior art teaching (s) 
(only) by the recitation (s) of treating humans rather than mice. 
However, Daniel et al . , specifically teaches treating humans with 
these peptides would be the next step. 

One of ordinary skill in the art at the time the invention was 
made would have been motivated to substitute mice for humans as 
taught by Daniel et al., because it is art recognized that mouse 
models are used to gain insight for future human therapeutic use. 
From the teachings of the references, it is apparent that one of 
ordinary skill in the art would have had a reasonable expectation 
of success in producing the claimed invention. Therefore, the 
invention as a whole is prima facie obvious to one of ordinary 
skill in the art at the time the invention was made, as evidenced 
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by the references. 

7. Applicant is notified that claims 7, 10, 16, 38-39 and 42-43 
are objected to as being dependent upon rejected claims. 

8. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Patrick 
Nolan whose telephone number is (703) 305-1987. The examiner' can 
normally be reached on Monday through Friday from 8:30 to 4:30. 

9. If attempts to reach the examiner are unsuccessful, the 
examiner's supervisor, Christina Chan, can be reached at (703) 305- 
3933. The FAX number for our group, 1644, is (703) 305-7939. 




Patrick J. Nolan, Ph.D. 
Primary Examiner, Group 1640 
June 4, 2002 



